AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§423.1984

(2) The IRE, ALJ, or the MAC must
mail its revised determination or deci-
sion to the Part D plan sponsor.

(3) An adverse revised determination
or decision must state the rationale
and basis for the reopening and revi-
sion and any right to appeal.

(b) Reopenings initiated at the request
of an enrollee or a Part D plan sponsor.
(1) The Part D plan sponsor, IRE, ALJ,
or the MAC must mail its revised de-
termination or decision to the enrollee
at his or her last known address.

(2) The IRE, ALJ, or the MAC must
mail its revised determination or deci-
sion to the Part D plan sponsor.

(3) An adverse revised determination
or decision must state the rationale
and basis for the reopening and revi-
sion and any right to appeal.

§423.1984 Effect of a revised deter-
mination or decision.

(a) Coverage determinations. The revi-
sion of a coverage determination is
binding unless an enrollee submits a
request for a redetermination that is
accepted and processed in accordance
with §423.580 through §423.590.

(b) Redeterminations. The revision of a
redetermination is binding unless an
enrollee submits a request for an IRE
reconsideration that is accepted and
processed in accordance with §423.600
through §423.604.

(c) Reconsiderations. The revision of a
reconsideration is binding unless an en-
rollee submits a request for an ALJ
hearing that is accepted and processed
in accordance with §423.1970 through
§423.1972 and §423.2000 through
§423.2063.

(d) ALJ hearing decisions. The revision
of a hearing decision is binding unless
an enrollee submits a request for a
MAC review that is accepted and proc-
essed as specified in §423.1974 and
§423.2100 through §423.2130.

(e) MAC review. The revision of a
MAC determination or decision is bind-
ing unless an enrollee files a civil ac-
tion in which a Federal District Court
accepts jurisdiction and issues a deci-
sion.

(f) Appeal of only the portion of the de-
termination or decision revised by the re-
opening. Only the portion of the cov-
erage determination, redetermination,
reconsideration, or hearing decision re-
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vised by the reopening may be subse-
quently appealed.

(g) Effect of a revised determination or
decision. Consistent with §423.1978(c), a
revised determination or decision is
binding unless it is appealed or other-
wise reopened.

§423.1986 Good cause for reopening.

(a) Establishing good cause. Good
cause may be established when—

(1) There is new and material evi-
dence that—

(i) Was not available or known at the
time of the determination or decision;
and

(ii) May result in a different conclu-
sion; or

(2) The evidence that was considered
in making the determination or deci-
sion clearly shows on its face that an
obvious error was made at the time of
the determination or decision.

(b) Change in substantive law or inter-
pretative policy. (1) General rule. A
change of legal interpretation or policy
by CMS in a regulation, CMS ruling, or
CMS general instruction, whether
made in response to judicial precedent
or otherwise, is not a basis for reopen-
ing a determination or hearing decision
regarding appeals under this section.

(2) An adjudicator may reopen a de-
termination or decision to apply the
current law or CMS or the Part D plan
sponsor policy rather than the law or
CMS or the Part D plan sponsor policy
at the time the coverage determination
is made in situations where the en-
rollee has not yet received the drug
and the current law or CMS or the Part
D plan sponsor policy may affect
whether the drug should be received.

(c) Third party payer error. A request
to reopen a claim based upon a third
party payer’s error in making a pri-
mary payment determination when
Medicare processed the claim in ac-
cordance with the information in its
system of records or on the claim form
does not constitute good cause for re-
opening.

§423.1990 Expedited access to judicial
review.

(a) Process for expedited access to judi-
cial review.

(1) For purposes of this section, a

“review entity’’ means an entity of up
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